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TABLE 1: ELEMENTAL IMPURITY ASSESSMENT

Process Validation Protocol: BSI-PRL-0499

Degradation and Impurity Protocol: BSI-PRL-0500
Degradation and Impurity Report: BSI-RPT-1069
Analytical Method: BSI-ATM-0059, BSI-ATM-0089

Parenteral Specifications: 100 g/day MDD

Limits 100 | M0 | gy Result Lot: | RMResult Lot: | ML Result Lot: [ W ResuleLot: | PG Reswlt Lo
Element | Class | Target | l"S0 | RMAT-0122-0084 |PMAT-0222-00189 | PMAT-0222-00241 | | b gt liSt [ pUE -G 0o

ppm (pg/g) ppm (ug/g) ppm (pg/g) ppm (pg/g) ppm (pg/g) nom (ugle) ppm (ug/e)

cd 1 002 0002 <0.002 <0.002 <0.002 <0,002 <0002

P I 005 0005 <0.005 <0.005 <0,005 <0.005 <0,005

As 1 015 0015 <0.015 <0015 <0015 <0015 <0015

Hg 1 003 0.003 <0.003 <0.003 <0.003 <0,003 <0.003

Co 24 005 0005 <0005 <0,005 002 <0.005 <0.005

v 2A 0.10 0ol <0.01 <0.01 002 <0.01 <0.01

Ni 24 020 0.02 003 0.10 1 0.16 022

TI 28 008 0008 <0.008 <0.008 <0.008 <0.008 <0.008

Au 28 1.0 0.10 <0.10 <0.10 <0.10 <010 <0.10

Pd 28 0.10 001 <001 <0.01 <001 <001 <001

Ir 2B 0.10 0.1 <0.01 <001 <001 <001 <001

Os 28 0.10 001 <001 <0.01 <0.01 <001 <001

Rh 28 0.10 001 <001 <0.01 <001 <001 <001

Ru 28 0.10 001 <001 <001 <001 <001 <001

'Se 28 0.50 005 <0.05 <0.05 <0.05 <005 <0.05

Ag 28 010 0.1 <001 <001 <001 <001 <001
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TABLE 1: ELEMENTAL IMPURITY ASSESSMENT

Process Validation Protocol: BSI-PRL-0499

Degradation and Impurity Protocol: BSI-PRL-0500
Degradation and Impurity Report: BSI-RPT-1069
Analytical Method: BSI-ATM-0059, BSI-ATM-0089

Parenteral Specifications: 100 g/day MDD

Limits 1.0J x::::o:f RM Result Lot: RM Result Lot: ML Result Lot: TXS;:;;;{J&%;_ T}:Tgll:;;;;‘-m; 4-
Element | Class Target Py RMAT-0122-0084 |PMAT-0222-00189 | PMAT-0222-00241 st 3 .
m (ug/e) Quantitation m (ug/g) m (ng/g) m (ng/g) PV 17 Basket PV Re-dried Bin 1
i ppm (ug/g) EP i g i ppm (ug/g) ppm (ug/e)
Pt 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01 <0.01
Li 3 2.5 0.25 <025 <0.25 <0.25 <0.25 <0.25
Sb 8 0.90 0.09 <0.09 <0.09 <0.09 <0.09 <0.09
Ba 3 70 0.70 <0.70 <0.70 <0.70 <0.70 <0.70
'Mo 3 0.50 0.05 1.0 <0.05 24 <0.05 0.05
'Cu 3 0.25 0.025 <0.025 <0.025 0.04 <0.025 <0.025
Sn 3 6.0 0.60 <0.60 <0.60 <0.60 <0.60 <0.60
'Cr 3 0.50 0.05 <0.05 <0.05 042 <0.05 <0.05
Al 4 4.0 040 13 <0.40 25 31 3:3
Fe 4 20 0.20 <0.20 <0.20 2.8 <0.20 <0.20
Mn 4 0.25 0025 <0.025 <0.025 0.10 <0.025 <0.025
Zn 4 2.0 020 <0.20 <0.20 020 <0.20 <0.20
Ca 4 Npt 0.60 <0 60 <0.60 30 <0.60 <0.60
Applicable
Not
Mg 4 Applicable 0.60 <0.60 <0.60 11 <0.60 <0.60

'Specification calculated based on lower intemat specification
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